Research subjects' voices: the missing element in research ethics
The laws, regulations and ethical guidelines governing human subject research were largely created by professionals. Researchers, physicians, philosophers and lawyers have been the primary advisers in legislative and regulatory proceedings on human research rules. Individuals appointed to governmental and other groups developing and applying research ethics standards are almost always professionals. Although members of the general public are sometimes included in research ethics deliberations, they play a minor role. Strikingly, the people who actually know what it is like to be a research subject are rarely part of these activities.
Few people with direct experience as research subjects have been involved in the creation and application of human research rules and guidelines. I believe that their lack of involvement has lessened the effectiveness and ethical value of those rules and guidelines. This is because professionals addressing research ethics and oversight have experiences and interests that differ from those of research participants.
Professionals conducting research have perspectives related to their research roles, perspectives that can shape their perceptions and judgements. What one writer has called "researcher ethnocentrism" 1 can prevent investigators from seeing ethical problems with the design and conduct of human studies. This point of view can also lead investigators to overlook or oppose measures that may be needed to promote research subjects' autonomy and wellbeing.
Although physicians generally focus on promoting the best interests of their patients, including patients considering study participation, many physicians are also part of the research enterprise. Physicians strongly committed to research objectives may neglect or dismiss the risks and other challenges that patient-subjects encounter in clinical trials 2 .
Experts from fields such as bioethics and law also have competing interests that can affect their research ethics work. Their commitment to co-workers, institutional employers and medical progress competes with their commitment to human subject protection. These experts may be well-informed about abstract ethical and regulatory principles, but they typically know little about the actual experiences of research participants. Relatively few of them have been research subjects themselves.
Similarly, members of the general public involved in research ethics review and other research ethics activities do not necessarily bring a research subject perspective to the process. These public participants are not required to have experience as research subjects, nor are they formally directed to represent subjects in research ethics deliberations. Indeed, members of the public have potentially competing interests in promoting research that could lead to healthcare improvements for themselves, their families and their friends.
In their research ethics work, most professionals and members of the general public do their best to protect research subjects' interests. Yet these professionals and public representatives often lack the personal knowledge and experience that would increase their ability to speak for subjects. Professionals and public representatives assume that they are representing subjects' perspectives without having a solid evidentiary basis for this assumption.
In my view, we should pay much more attention to the experiences and viewpoints of research subjects. The failure to invite meaningful input from experienced research subjects in ethics deliberations, policy creation and research review is inconsistent with the egalitarian vision of human research. In considering the morality of human research, influential thinkers like Paul Ramsey and Jay Katz used terms like "co-adventurers", "joint adventurers" and "partnership" to describe the ideal relationship for investigators and subjects 3, 4 . Many contemporary discussions of clinical research also refer to researchers and subjects as equal contributors to the research endeavour. Consistent with this thinking, today's study volunteers are often referred to as "research participants" instead of "research subjects"-a terminology change intended to place subjects and investigators on a more equal footing.
Although the prevailing rhetoric presents study participants as equal partners in research, the reality is quite different. Professionals consider the ethics of research without material input from research subjects. As Jay Katz warned, ethical codes "divorced from the realities of human interaction… invite judicious or injudicious neglect" 5 . Codes and policies created by professionals are in danger of suffering this neglect. For example, there is a large gap between the ethical and policy requirements for informed consent to research participation and the actual understanding of many participants 6 . Although experts developed ethically defensible consent standards, those standards have been difficult to put into practice.
Moreover, personal experience as a study subject produces knowledge relevant to research ethics and policy. Many people, including researchers and individuals involved in research oversight, have described how experience as a subject opened their eyes to previously unappreciated features of study participation 7 . My own first-hand experience as a patient considering research participation helped me to see ethical issues that I had not been aware of before, despite having spent many years studying and working in research ethics and oversight 8 .
Support for including research subjects
Scholarship in a variety of fields supports the inclusion of experienced research subjects in ethical and policy decisionmaking. This includes work in the fields of deliberative democracy, feminist epistemology, narrative medicine and participatory research. Below, I briefly describe how these fields support subject inclusion.
Deliberative democracy is a concept that promotes public participation in the policy-making process. Writings on deliberative democracy supply general reasons for including subjects in research ethics decision-making. When different groups are represented in decision-making, the self-interested claims of one group are likely to be carefully examined, and challenged, by other participants. Inclusion can thus reduce the chance that deliberation will produce biased outcomes. Inclusion can also lead to more informed decisions. No single person or group has all of the facts relevant to resolving an ethical issue. Deliberation that seeks input from people with different perspectives on an issue "produces a collective social wisdom not available from any one position" 9 .
Other philosophical approaches emphasise how personal experience affects the production of knowledge. Feminist epistemology challenges conventional notions of objectivity, contending instead that everyone, scientists and other experts included, is a "situated knower" 10 . According to this approach, everyone brings specific background assumptions to the table, bias is inevitable, and no-one is truly objective. Higher-quality decisions come, they say, when knowledge production involves people with diverse perspectives, values and interests. In line with this thinking, including people with personal experience as research subjects will increase understanding of the relevant issues and potential solutions to research ethics problems.
Narrative medicine also supports research subject inclusion. Narrative medicine sees personal stories as useful tools for examining illness, suffering and medical care 11 . Narrative approaches have become popular in medicine because first-person accounts from patients, families and clinicians offer insights that are missed in more conventional forms of medical inquiry. Personal narratives can be particularly valuable in medical ethics, generating rich case examples that provoke moral reflection and inform ethical judgements. So far, narrative medicine has emphasised ways in which firstperson accounts can improve clinical education and practice.
But narrative approaches also offer researchers and research ethicists a new resource for understanding what constitutes ethical human research.
Emerging approaches to health research provide yet another basis for research subject inclusion. Participatory research and other forms of community-engaged research were developed in response to dissatisfaction with the traditional research hierarchy, in which studies are "done on participants rather than by or for them" 12 . Participatory research and related models see people belonging to community and illness groups as experts whose knowledge can enhance the quality and value of research. Researchers adopting these models involve representatives of affected groups in many activities, including study development and interpretation of study findings.
Supporters of these non-traditional research models say there are ethical justifications for collaborating with subject populations. They say that collaborative methods show respect for people who participate in, and are affected by the outcomes of, research. Such methods also reduce the power imbalances that have allowed disproportionate research burdens to be imposed on disadvantaged populations. Collaboration can also increase the likelihood that study populations will benefit from the research that their contributions make possible 13 . By collaborating with members of a subject population, researchers can discover how best to inform potential participants about their studies as well, thus promoting autonomous decisions about study enrolment. A 2011 US government report praises community-engaged research because it "creates opportunities to improve the consent process, identify ethical pitfalls and create processes for resolving ethical problems when they arise" 14 .
Future goals and challenges
Although the research community increasingly recognises, or at least accepts, the calls for including representatives of study populations in planning, conducting and responding to the results of human studies, the research ethics community lags behind. Not many groups addressing research ethics have invited ordinary citizens, much less study participants, to the table. At this point, few ethics experts seem to see actual and prospective subjects as essential contributors to ethical judgements about human research. In my view, this needs to change.
Ethical standards and regulatory rules should be informed by the perceptions and judgements of the people who serve as research subjects. Community engagement and participatory research are a beginning, but much more is needed. Meaningful change will require blurring the traditional boundaries between research experts and research subjects. Those traditionally in power must see subjects as experts with distinct and important contributions to make to research evaluation and oversight. Subjects are the only people who know what it is like to confront complicated consent forms and discussions, deal with the burdens and inconveniences of study participation and reconcile research responsibilities with the demands of everyday life. Research decisions that consider actual subject input will be ethically and practically superior to those that rest on speculation about such matters.
I do not mean to say that including subjects will be easy. The inclusive approach to decision-making can make it harder to achieve agreement. Bringing to the surface unrecognised and underappreciated aspects of human research could lead to longer and less harmonious deliberations for research ethics review committees and other ethics advisory groups. Furthermore, simply inviting research subjects to join ethics deliberations is not enough to ensure that subjects will be comfortable expressing their views or that others will see those views as legitimate. For example, community members on research ethics review committees often say it can be difficult to fully participate in study review activities 15 .
Inclusion presents distinct challenges in the context of research involving incompetent patients. The very impairments that prevent these patients from making their own choices about research participation also limit their ability to contribute to ethics committee and research policy decisions. Nevertheless, there are ways to obtain information on subjects' perspectives. For example, in this journal Dobb reports on a study that asked former intensive care patients their views on trial decision-making 16 . He also describes studies presenting the views of patients' families and surrogate decision-makers for patients. Findings from studies like these should influence policy and ethics committee decisions on research involving incompetent patients.
Lastly, personal knowledge is not the only relevant factor in determining either the elements of an ethical study or the general ethical and regulatory principles that should apply to human research. The views of researchers, ethicists, patient advocates and other professionals belong in the mix as well. Similarly, subjects' preferences and interests should not completely control decisions about research ethics and policy. Those decisions must also take into account the interests of future patients, researchers and the broader society. But experienced subjects' perspectives on research have been neglected for too long. Progress in research ethics and oversight will require deeper engagement with the individuals who personally experience study participation. The dilemma and difficulties surrounding research involving incompetent patients are formidable, but the best approaches to such research will incorporate the perspectives of former intensive care patients, as well as their families and surrogate decisionmakers 16, 17 .
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